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CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANU3A

Product / NpoaykT:

PROSPAN® COUGH SYRUP, syrup, 200ml in bottle, 1 bottle in the set with
measuring cup in a cardboard box with labelling in Ukrainian language /
NPOCNAH® CUPON OT KALUAA, cupon, no 200 mn 8o ¢narone, no 1 pnaxony B
KOMN/IEKTe € MEepHOI 4aLLKOW B KAPTOHHOIA KOpOBKe ¢ MapPKUPOBKOI Ha
YKPaUHCKOM A3blke

Country-manufacturer /
CrpaHa-npoussopuTens:

Germany /
lrepmanua

Registration Certificate number /
Homep PerucrpaumonHoro
CBUAETeNbCTBA;

UA/0672/02/01 valid from 25.07.2017 till 25.07.2022 /
UA/0672/02/01 pelictayet ¢ 25.07.2017 A0 25.07.2022

Strength / Activity/ Cuna
AeNCTBUA / AKTUBHOCTD:

1 ml of syrup contains 7 mg of Ivy leaves dry extract (Hedera helix L.) (5 -7,5:1),
extraction agent: ethanol 30 % /

1 mn cpona cogepikut 7 Mr cyxoro 3KCTpaKTa nmcTbes natowwa (Hedera helix L.)
(5~7,5:1), akcrpareHT: sTaHon 30%

JvueHsma Ha npomssoacTBo:

Batch / Cepun : 20K087A

Batch size/ Pasmep cepun: 24520 packages / ynakosok

Manufacturing date/ 09/2020

Hata npousBoacrea:

Expiry date / Foger po: 08/2023

Manufacturer / Engelhard Arzneimittel GmbH & Co. KG, Herzbergstrasse 3, 61138

Mpoussoautens: Niederdorfelden, Germany / SHrenvrapa ApuHavimutrens fTmbX & Ko. KT,
Xepubeprwrpacce 3, 61138 HugepgopdenbaeH, lrepmanus

Manufacturing License / DE_HE_01_MIA_2019_0074/ll 23.2 18 L 18.01 / 1174-B from 09.12.2019

DE_HE_01_MIA 2019 0074/1123.2 181 18.01 /1174-B 07 09.12.2019

Certificate of GMP compliance /
Ceptudukar coorsercrema
GMP:

DE_HE_01_GMP_2019_0045 from 08.04.2019 /
DE_HE_01_GMP_2019_0045 or 08.04.2019

Art. No./ Apmukyn Ne: 670627
QCReport / 040000052130
OtyeT 0 KOHTpONe KauecTsa:;

Specification/ Cneupdukaums: 070040/18

PARAMETERS SPECIFICATION RESULTS
NOKA3IATENU CNEUNOUKALLUA PE3Y/IbTATbI
Characters / Onucanue Light brown, slightly cloudy syrup with sweet, fruity taste and the | Complies /
odour of cherry / Caetno-kopuunesbiii crerxa MyTHbIA cupon co CootsetcTBYET
CNaAKNM, GPYKTOBLIM BKYCOM U BULLIHEBbIM 3aNaxom.
Density / MnotHocns, 1,130-1,150g/ml / 1,130 - 1,150 r/mn. 1,133g/ml/
1,133 A—
3Hauenue pH / pH-value 4,0-5,5. 4,% ae 7 Koo,
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Batch / Cepus : 20K087A
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PARAMETERS
NOKA3ATENN

SPECIFICATION
CNEUNOUKALMA

RESULTS
PE3Y/IbTATDI

Identity / UaenTuuHOCTL

Ivy leaves dry extract (5-7,5:1) /
Cyx0i1 3KCTPaKT MCThes naKowa
(5-7,5:1)

Potassium sorbate /
Kanus copbart

The chromatograms obtained from the HPLC assay of the sample
and calibration solutions should show the same retention times for
hederacoside C / Xpomatorpamml, nonyyeHHole npwu
onpeaeneHnn metonom BIXKX npu  ucnonwvzosaHmm
obpasua ¥ KanubPOBOUHBIX pacTBopos  A0/IKHbI
AEMOCTPMPOBaTL OAMHAKOBOE BPEMA YAEPKMBAHUA AN
xepepaxkosunpna C.

Alternative method / AnbTepHaTusHbIii meTon

The sequence of zones present in the thin layer
chromatograms obtained from the reference solution and
the test solution should correspond to the specification.
Other zones may be present in the chromatogram obtained
with the test solution / Mopsaok 30w, npeacTaBAeHHbLIN 8
TOHKOCNORHBIX  XpOMaTorpammax,  MOAYYEHHBIH U3
STAaNOHHOTO W TECTOBOFO  PacTBOPOB,  AO/MKEH
COOTBETCTBOBATL CneuuduKaLn. Jpyrue 30Hbl MoryT 6biTh
NPeAcTasieHbl B XpomaTorpamme, MOAYYEHHON K3
TECTOBOro pacrsopa.

The chromatograms obtained from the HPLC assay of the
sample and calibration solutions should show the same
retention times for potassium sorbate / Xpomatorpammbl,
nony4eHHble npu onpegeneHun metoaom BIKX ana
PacTeopos 06pa3ua u KaMBEPOBOYHOIO PacTBOPa AOMKHbI
AEMOCTPUPOBATL OAUHAKOBOE BPEMA YAEPIKUBAHUA ANA
Kanua copbara.

Complies /
Cootsetcryer

Complies /
CoorsercTeyer

Microbiological purity*
Mukpobuonormyeckan
Yucrora*

/

Total aerobic microbial count not more than 10 CFU/m;

Total combined moulds/ yeasts count not more than 102 CFU/ml.
Specific microorganisms:

Absence of E. coliin 1 m|;

Absence of Salmonellain 25 m;

Not more than 10%/ml of bile-tolerant gram-negative bacteria.

Obuee Konuuecrso aspobHbIX MUKpOOPraHu3mos He
Bonee 10* KOE/mn;

ObLuee KOAMUECTBO NABCHEBLIX U APONKEBbIX rpnbos He
6onee 102 KOE/mn.

Cneundunueckne MUKpOOPraHU3Mbl:
Oteyrcrsue E. colis 1 mn;

Otcyrcrsue Salmonella 8 25 mn;

He 6onee 10%/mn rpamoTpuuarenbHbIxX
YCTOMYUBBIX K AACTBUIO IKeNUN.

6akrepuii,

Complies /
Cootsertcrayer

Assay / KonuuecresenHoe
onpegenexue

Ivy leaves dry extract (5—-7,5:1)/
CyxOlt 3KCTPaKT IMCTHEB NAoLLA
(5-7,5:1)

Potassium sorbate /

Kanua copbar

6,65-7,35 mg/ml (7,0 mg/ml +5%) /
6,65—7,35 mr/mn (7,0 mr/mn 5 %)

1,21-1,47 mg/ml (1,34 mg/ml + 10 %) /
1,21-1,47 mr/mn (1,34 mr/mn + 10 %)

7,09 mg/mt/
7,09 mr/mn

* ~the test is carried out in every tenth batch, but not less than once per year / tecr NPOBOANTCA Ha Kaxaoi/ 10k

pexe ofiHOro pasa s rog,

Batch / Cepua : 20K087A
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I'hereby certify that the above information is authentic und accurate. This batch of product has been fabricated /
manufactured, including packaging and quality control at the above mentioned site (s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization

of the importing country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP.

Hactoauwm s noaTsep»«aalo, YTO BbiLueYKa3aHHAA MHPOPMALMA ABARETCA AOCTOBEPHOM M TOUHOM. [laHHan cepua npoayKTa
6buta nponsseseHa / W3roToBNEHa, BKAKOMER YNaKOBKY M KOHTPO/Ib KAYecTBa, Ha BbilLiEYKa3aHHON NpOW3BOACTBEHHOM
N/OLWAAKE B NONHOM COOTBETCTBUM C TpeGoBaHUAMU GMP, yCTaHOB/EHHBIMM MECTHBIM PEryNatopHbIM OPraHom, a TaKxKe B
COOTBETCTBUAM CO CNeunMKALMAMM, KOTOPbie COAEPMATCA B PErUCTPALMOHHOM A0cbe CTpaHbl-umnopTépa, MpoToKOoAbI
NPOU3BOACTBA, YNaKeRK1 U aHanu3a bbinn NpoBepeHbl U YCTaHOBAEHO UX CooTBeTCTBME GMP.

Yvonne Date / Aara: 03.11.2020
Qualifiederson / YnonHomoueHHoe anuo

Batch / Cepus : 20K087A




JAEPXJIKCIIYXBA
AEPKABHA CJIY)XBA 3 JJIKAPChKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

BYJ1. Bepeanskiscbka, 29, Kuis, 02098, Ten./daxkc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €JPIIOY 37079055

BHCHOBOK
Npo SIKiCTH BBe3eHOro B YkpaiHy JlikapchKoro 3acoly

08.12.2020 Ne 67932/20/26

HPOCIIAH® CHPOII BIJI KAIILJIIO

(HaiiMenyBanHs nikapcekoro 3aco6y 3rigHo 3 peecTpauifHuM NoCBiAYEHHSM)
cupon 1o 200 ma1 y dnakonis mo 1 ¢uiaxony pasom 3 MipHO0 wamKoo B KapTOHHIl Kopo6ui
(dopma Bunycky, No3yBauHs, B TAKyBAHHS nikapcekoro 3acoGy)

Howmep peecrpanifinoro nocsinuenss UA/0672/02/01 crpox aif peectpauiiteoro nocsiguenns 25.07.2022

Cepis sikapcskoro 3acoby Ne 20K087A KinskicTs BBe3€HOIO NNikapebkoro 3acoby 2240
Bupo6HuK Enrenerapn Apunaiimitrens I'm6X & Ko KT, Himeuuuna
(HafiMeHyBaHHA BUPOOHHUKA JTikapCEKOro 3aC06y, KpaiHa NOXOMKCHHS)
Baeseno B Vkpainy IlpnBaTHe aknionepne ToBapuctso "HATYP®APM", inenr. xox:
24930169

(naitmenysanus ta ko 3a €JIPTIOY 1opuauuHoi 0cobu abo npissuiue, iM'a, no Garexosi dizuunoi
0co6u - nianpuemns, i MicLIe NPOXUBAHHS Ta peecTpaviiinui HOMep 061iKOBOT KapTKH MIaTHUKA
noaarkis abo cepis Ta HoMep nacnopra)

Ilporoxon BisyansHoro xoutpoao iz 08.12.2020 N 3951/5.

3a  pesyabTaTaMu IEPKaBHOTO KOHTPOIIO BCTAHOBJICHO, IO JiKapchkuii 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHAM 1oJaBCTBa OO 3a6e3neyeHHs AKOCTI likapchKuX 3aco6iB.
iRy

Havampank (3 o ‘ Muxona XOJIOJJEHKO

(miamuc) (ininianu Ta npissume)

(nocanosa
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